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Food and Drug Administration
7520 Standish Place - Room 254
Rockville, MD 20855

September 29, 2000
Ref. No. 00-HFD-310I-030

Dr. John R. Taylor N.D., C.N.M
Natural Wellness Centers of America
7439 LaPalma Avenue,  #239
Buena Park, CA 90620

Dear Dr. Taylor:

This is to advise you that the Food and Drug Administration (FDA) has reviewed your web site at the
Internet address: http://www.naturalwellness.com and has determined that your line of NWC MSM products
including MSM CAPSULES, MSM LOTIONS, MSM POWDER, MSM SPRAYS and DROPS being offered
are promoted for conditions that may cause them to be drugs under section 201(g) of the Federal Food,
Drug, and Cosmetic Act (the Act) [21 USC 321(g)].   The products may be considered drugs because the
therapeutic claims as shown on your web site establish their intended use as drugs.

 Examples of some of the products and claims observed on your web site include:  “…MSM powder and
capsules…degenerative arthritis…heard about MSM and started taking one or two teaspoons a day…In a
couple of months, the pain was 85 percent gone…”; “…diagnosed as…fibromyalgia…friend of mine with a
candida problem had gotten relief taking MSM so I decided to try some myself…rosacea condition…started
to clear up within days…pain started gradually going away and after three weeks there was considerable
relief…”; “…MSM “Methylsulfonylmethane” 400 CAPSULES 750 mg. Each…MSM is recommended
for…Arthritis, Allergy, Back Pain, Diabetes, Inflammation, Eye Problems, Muscle Pain, Fibromyalgia, TMJ,
Stress and Athletic Injuries…”; “…MSM Lotions…Team-CFS offers three types of MSM lotions.  All three
contain Pure MSM and all three offer the same benefit of applying MSM to the surface of an afflicted
area…Unscented MSM Lotion…Vanilla MSM Lotion…Extra-healing MSM Lotion…Reduce pain
associated with carpal tunnel syndrome…Reduce unsightly scars on the skin…Extra-healing lotion has
Extra MSM and Extra tea tree oil for better antibacterial effect…”; “…MSM Pure Powder…Our one pound
powder is equal to 454 Grams of 99.9% pure MSM…MSM is recommended for…Arthritis, Allergy, Back
Pain, Muscle Pain, Fibromyalgia, TMJ, Stress and Athletic Injuries…”; “…MSM “Methylsulfonylmethane”
drops…known to reduce inflammation…can help reduce redness, stabilize pressure, repair damage, clear up
red spots, remove floaters and other particles in the eye!…”; “…MSM…Nose Spray…for respiratory
problems…A couple of sprays in each nostril for allergies or irritated nasal passages…”; “…MSM…is
rapidly establishing a reputation as a safe, natural, and effective solution for many types of pain and
inflammatory conditions including:…Degenerative arthritis…Chronic back pain…Muscle
pain…Fibromyalgia…Tendinitis and bursitis…Post-traumatic pain and inflammation…Carpal tunnel
syndrome…Post work out muscle soreness…Diabetes…Stress…Acne…Insect bites…Sunburn and dry
skin…Heartburn due to excess acid…Constipation…Allergies…”.



Furthermore, FDA has no information that your products are generally recognized as safe and effective for
the above referenced conditions and therefore, they may also be Anew drugs@ under section 201 (p) of the
Act [21 USC 321(p)].   New drugs may not be legally marketed in the U.S. without prior approval from FDA
as described in section 505 (a) of the Act [21 USC 355(a)].   FDA approves new drugs on the basis of
scientific data submitted by a drug sponsor to demonstrate that the drug is safe and effective.

 FDA is aware that Internet distributors may not know that the products they offer are regulated as drugs or
that these drugs are not in compliance with the law.  Many of these products may be legally marketed as
dietary supplements or as cosmetics if certain therapeutic claims are removed from the promotional materials
and the products otherwise comply with all applicable provisions of the Act and FDA regulations.

Under the Act, as amended by the Dietary Supplement Health and Education Act (DSHEA), dietary
supplements may be legally marketed with claims that they are intended to affect the structure or function of
the body (structure/function claims) if certain conditions are met.   Claims that dietary supplements are
intended to prevent, diagnose, mitigate, treat, or cure disease (disease claims) excepting health claims
authorized for use by FDA, may not be made as they cause the products to be drugs.   The intended use of
a product may be established through product labels and labeling, catalogs, brochures, audio and
videotapes, Internet sites, or other circumstances surrounding the distribution of the product.     FDA has
published a Final Rule intended to clarify the distinction between statements allowed as structure/function
claims and those that represent disease claims. This document is available on the Internet at
http://vm.cfsan.fda.gov/~lrd/fr000106.html.   In addition, only products that are intended for ingestion may
be lawfully marketed as dietary supplements.  Topical products and products intended to enter into the
body directly through the skin or mucosal tissues, such as transdermal or sublingual products, are not
dietary supplements.  For these products, disease or structure/function claims may cause them to be new
drugs.

Additional information is available in Title 21, Code of Federal Regulations, (21 CFR) Parts 310 and 330-358.
These parts include the Final Rules for various OTC ingredients or products that may or may not be legally
marketed without prior approval.

This letter is not intended to be an all-inclusive review of your web site and products your firm may market.
It is your responsibility to ensure that all products marketed by your firm are in compliance with the Act and
its implementing regulations.

If you need additional information or have questions concerning any products distributed through your
web site, please contact FDA.  You may reach FDA electronically (E-mail) at Heller@CDER.FDA.GOV
or you may respond in writing to Mr. Robert Heller, Compliance Officer, Food and Drug Administration,
HFD-312, 7520 Standish Place, Rockville, MD 20855 or by telephone at  (301) 594-1065.

Sincerely yours,
         /s/
David J. Horowitz, Esq.
Acting Director
Office of Compliance
Center for Drug Evaluation and Research
Food and Drug Administration


